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FOOD AND DRUG ADMINISTRATION
APPROVED rmmmnxﬂﬂq—oz DRUG PRODUCTS
ITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
CUMULATIVE SUPPLEMENT

I. PREFACE

This cumulative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with Therapeutic Equivalence Evaluations,
4th Edition, (the List] to cover interim revisions to the annual pubTication
of the List in its entirety. The List is comprised of several parts and some
by their nature are identified by the term "1ist". The cumulative supplements
routinely provide updates to two of these Tists: The Drug Product List and
the DESI Addendum.

The List cannot be used effectively without the current cumulative

supplement. Users may wish to place an asterisk (*) in the List to the left
of the ingredient(s) in the Drug Product List and the product name in the
Addendum to indicate that changes to that entry appear in the cumulative
supplement. It is also suggested that earlier cumulative supplements be
discarded to avoid possible confusion. In this way, only the List and current
cumulative supplement need be referenced.

A. DRUG PRODUCT LIST

The Drug Product List cumulative supplements incTude the changes made
since August T, 1983. Each subsequent cumulative supplement replaces the
previous month's cumulative supplement.

Information in this cumulative supplement follows the format of the Drug
Product List. The presence of any therapeutic equivalence code indicates
that the drug product is multisource; the deletion of a therapeutic
equivalence code indicates that the drug product has become single source.
(An infrequent exception exists when a therapeutic equivalence code is
revised. In that case the deletion of the therapeutic equivalence code is
followed immediately by the addition of the revised one.)

Context information on drug products is provided in each cumulative
supplement for completeness to assist in Tocating the proper place in the
Drug Product List for the revision. Hmewaseﬂrﬁmw which already exist in
the publication will not be repeated for context.) A page number in
parentheses referring to the Drug Product List is Tocated to the right of
the ingredient(s).

Additions to the Drug Product List are indicated by new information in the
cumulative supplement. Additions new to the current cumulative supplement
are indicated by the symbol > an > to the left of the Tine on which new
information exists. The > aun >symbol is dropped in subsequent cumulative
supplements for that item.
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ITI. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

DESCRIPTION OF REPORT

The following report provides surmary counts derived from product information in the Drug Product List and the
current cumulative supplement. The counts appear in two sections. Section A, refers to the products in the
List and Section B. to products in the current cumulative supplement. A new column of data will appear in
Section A. each three-month period following July '83. Section A. therefore will provide baseline and quarterly
data while Section B. provides monthly activity.

USE OF REPORT

From the data presented under Section B., users should be able to observe such things as (1) newly approved,
DESI effective and remarketed drug products which are added to the List; (2) products that are being removed
from the List as the result of withdrawal of approval, changes from prescription to over-the-counter status and
discontinued marketing of products; and, (3) trends in approval of products as either muTtisource or single
source during each month within the quarter. The report does not reflect category changes from multisource to
single source and vice versa. However, the net gain that results from all additions, deletions and category
changes is reflected in the quarterly counts for multisource and single source products.

Drug Product Definition

For this report, a drug product is the representation in the Drug Product List of an active moiety (includes
molecular entity and its salts, esters and derivatives) either as a single entity or as a combination
product, provided in a specific dosage form and strength for a given route of administration marketed by a
firm under a particular generic or trade name.

MNew MoTecular Entity

The active moiety has not previously been approved (either as the parent compound or as a salt, ester or
derivative of the parent compound) in the United States for use in a drug product either as a single
ingredient or part of a combination.

Drug Product Count

This report provides counts in several categories from the 1ist composed of domestically marketed drug
products approved for both safety and effectiveness under sections 505 and 507 of the Federal Food, Drug,
and Cosmetic Act. Counts of products still pending in the DESI review are not provided. Excluded also are
those approved drug products marketed by distributors; those marketed solely abroad; and products now
regarded as medical devices, biologics or foods. Also not included in the counts are those duplicate
products of a given applicant whose only distinguishing characteristics are items such as package size,
inactive ingredient(s), color and alternate manufacturing sites. These various counts are excluded because
the Drug Product List itself excludes products from these categories.

Google  *
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APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '83 - NOVEMBER '83

ACETAMINDPHEN: OXYCOUOME WYDROCHLORIDE (PAGE 3-2)
Ti ORAL

T bisggcer 8/
PERCOCET

3 ‘B P ANSLARHE “HiisdErLdd e
(PAGE 3-2)

(ALL PRODUCTS = SEE SPECIAL NOTE B.)

IN, TODIMATED = SER! (PAGE 3=4)

INJECTABLE; INJECTION

/ ﬂ%ﬂﬂé’(ﬂ#ﬁ /SFFM AIHJ-H.IQ,S. ‘H XASK L L3/

AMINOPHYLLINE (PAGE 3-8)
JExd0tgs, SrAL/

SOLUTION; ORAL

AMINOPHYLLINE
BA ROXAHE LABORATORIES 10SMG/SMLX

TABLET; ORAL

BARR LABORATORIES loomMen

eD
BD

A8 VANGARD LABS./MHH 200MGH

aB

200HGH

200HER

/AveiEt AnInE SULEATE/ (PAGE 3-13)

APSULE 2
ik

/8E i

f

¢%ﬁ BLEFR, RELRASES, PRAL
ﬁﬁﬁdﬁkmﬂiﬁﬁf 11ref

AMPICILLIM TRIHYDRATE; PROBENECID (PAGE 3-13)

POWDER FOR RECONSTITUTION; ORAL
-P

>_ADD > AB BRISTOL LABS/B-M EQ 5.56M BASE/BOTILGH/BOT
>_ADD > PROBAMPACIN

>.ADD_> AB BIOCRAFT LABS E9_5.564 BASE/ROTI1GH/BOT

ASPIRTN: BUTALBITAL (PAGE 3-15)
TABLET; ORAL

AXOTAL
ADRIA LABORATORIES  650MG;50M6X

ASPIRING BUTAIBITAL: CAFFEINE (PAGE 3-15)
TABLET; ORAL

ASPIRIN AND CAFFEINE W/ BUTALBITAL
PUREPAC/KALIPHARMA  325MG;50M6;40MGa

>_DLT > /Adéiédns ‘utAvditdiy ‘cafe dines "drdiddedin/ crase 3-15)
(ALL PRODUCTS - SEE SPECIAL NOTE B.)

ASPIRTIN; CAFFEINE; DIHYDROCODEINE BITARTRATE (PAGE 3-15)

CAPSULE; ORAL
SYNALGOS-DC
IVES LABS/AMHO 356 .4MG; 30MG ; L6MER

(PAGE 3-15)

(ALL PRODUCTS = SEE SPECIAL MOTE B.)

ASPIRIN; CAFFEINE: PROPONYPHENE HYDROCHLOBIDE (PAGE 3-16)

CAPSULE; ORAL
DARVOH COMPOUND-55
ELI LILLY INDSTRS/PR BS&SMG3IBZ.4MGiSEMG
PROPOXYPHENE COMPOUHD 65
aa LEMHON 3EOMBIEZ. (MG} EEMEH
SX-65 COMPOUND
AR SKiF LABORATORIES  3BOMGIBZ.4NG}EEMGn

B
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST *83 - NOYEMBER '63

> LT > /edeeiing{ ddrnidopddidi] PHENACETIN/ (PAGE 3-25)

{ALL PROOUCTS - SEE SPECIAL NOTE B.)

CAFFEINE; ERGOTAMINE TARTRATE (PAGE 3-25)

SUPPOSITORY; RECTAL

CAFERGOT
BR SANDOZ PHARMS/SANDOZ 100MG;2MG
WIGRAINE
BR 'ORGANON/AKZONA 100M6; 2HER
ACETATE; SODIUM CHLORIDE (PAGE 3-26)

‘SOLUTION; INTRAPERITONEAL
DIALYTE CONCENTRATE W/ DEXTROSE 304 IN PLASTIC CONTAINER
AH MCGAW/AM HOSP 510MG/100ML; 306H/100ML 3
200MG/100ML; 9. 2GM/100ML ;.
9.66M/100MLx
E10HG/100HL; 306H/100ML 3
200MG/100ML; 9. 4GM/100ML;
11GM/100MLH
DIALYTE CONCENTRATE W/ DEXTROSE 50Z IN PLASTIC CONTAINER
AM MCGAW/AM HOSP 510HG/100ML;506H/100ML
200H6/100ML; 9. 26M/100HL;
9.6611/100MLE
510MC/100ML; S50GH/100HL;
200HG6/100ML; 9. 4GH/100ML;
11611/100MLE

ORIDE; DEXTROSE; MAGHESTIUM CHL
CHLORIDE; SODIUH LACTATE (PAGE 3-26)

SOLUTION; INTRAPERITONEAL

DE; SODII

>_ADD > DIALYTE W/ DEXTROSE 2.5Z IN PLASTIC CONTAINER

>_ADD > AM MCGAW/AH HOSP 26MG/100HL;2.56H/100ML ;

>_ADD > 15MG/100HL; 560M6/100ML ; 390MG./100MLK
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CITRATE (PAGE 3-27)

INJECTABLE; INJECTION
ISOLYTE E IN PLASTIC CONTAINER
AM MCGAW/AM HOSP 35MG/100ML; 30MG/100ML3
T4MG/100ML; 640MG/100ML;
S00MG/100ML; 7416/ 100MLE

Google

CEFTIZOXIME SODIUM (PAGE 3-30)

INJECTABLE; INJECTION
CEFIZ0X
SK&F LABORATORIES EQ 16M BASE/VIALM

EQ 26 BASE/VIAL®

CEFUROXINE SODIUM (PAGE 3-30)
INJECTABLE; INJECTION
ZINACEF
GLAXO EQ 750MG BASE/VIALM

EQ 1.56M BASE/VIALM

CEPHALOTHIN SODIUM (PAGE 3-31)

INJECTABLE; INJECTION

KEFLTN

ELT LILLY
_ADD > AP BASE/VIA
>_ADD > SEFFIH
>_ADD > AP GLAXOD EQ_1GM BASE/VIALN
>_ADD > AP [EQ_2GM_PASE/VIALN
EQ 10GH BASE/VIALM

CHLORDIAZEPOXIDE (PAGE 3-33)

CAPSULE, COMTROLLED RELEASE; ORAL

LIBRELEASE
HOF FMANN-LA ROCHE 30MEs

{PAGE 3-33)

CAPSULE; ORAL

i) TRBSTe FARREIOTaRAL

o/ e

CHLOROTHIAZIDE (PAGE 3-35)
TABLET; ORAL

CHLOROTHIAZIDE
AB CHELSEA LABORATORIES 250MGM
AB E00MGR
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '&3 - WOVEMBER '83 5

DIATRIZOATE MEGLUMINE; DIATRIZOATE SODIUM (PAGE 3-57)

I?J ECTABLE; INJECTION
DIATRIZOATE=-60

DIETHYLPROPION HYDROCHLORIDE (PAGE 3-59)

TABLET; ORAL
DIETHYLPROPION HCL

aa CAMALL 25HGH
DIMENHYDRINATE (PAGE 3-560)
INJECTABLE; INJECTION

148/ "TINTE TRBIEKTASN 'S8/ / isdonics

DIPHENHYDRAMINE HYDROCHLORIDE (PAGE 3-61)
CAPSULE; ORAL

SK=DIPHENHYDRAHINE
Ja4/ SK&F LABORATORIES /Z8vd/
ELIXIR; ORAL
BELIX

HALSEY DRUG 12.5MB/5MLE
/9K 0 TPRERAYORA
L 3 [1d.ddldn

DISULFIRAM (PAGE 3-63)

TABLET; ORAL

DISULFIRAM

BX CHELSEA LABORATORIES 250MGH
BX 500MGH
DOXYGYCLINE HYCLATE {(PAGE 3-64)

CAPSULE; ORAL
DOXYEYCLTHE HYCLATE
AB CHELSEA LABORATORIES EQ EOMG BASE

IHNJECTABLE; INJECTION

DOXYCYCLIME
AP ELKINS-SINN EQ 100HG BASE/VIALN
DOMG BASE/VIALN
VIBRAMYCIN
AP PFIZER LABS/PFIZER 00

Google

>_ADD >
>_ADD >
>_ADD >

>_ADD >

BP

DROPERIDOL;: FENTANYL CITRATE (PAGE 3-64)

INJECTABLE; INJECTION

RS RRIAL  JA SRS e
JANSSEN PHARMA 2.5MG/ML;EQ 0.05M6 BASEML

EPINEPHRIME; LIDOCAINE HYDROCHLORIDE (PAGE 3-66)

INJECTABLE; INJECTION

LIDOCATCOH
PHARMATON/SZ 9.01IHG/HL 3 27/
0, 02MG/ML 3 22
ERGOLOID MESYLATES (PAGE 3-66)
CAPSULE; ORAL
/HYPERSINE/

HYDERGINE LC

ERYTHROMYCIN (PAGE 3-67)

OINTHENT; OPHTHALMIC
[

E FOUGERA/BYK-GLON  EMG/GMX
PHARMADERM/BYK-GLDN EMG/GMK

ILOTYCIN
DISTA PRODS/LILLY  SMG/GM

ETOPOSIDE (PAGE 3-74)

INJECTABLE; INJECTION
VEPESID
BRISTOL LABS/B-M 20MG ML

EENTANYL CITRATE (PAGE 3-75)

INJECTABLEF INJECTION

SUBLIMAZE
TAMSSER PG, /8. 88re ML/
J ARMA ]

ANSSEM- PH 0.054G BASE/ML

FLUGXYHESTERONE (PAGE 3-77)

TABLET; ORAL
F LUOXYHESTERONE
COLMED LABORATORIES 10MGH
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HYDROCORTISONE (PAGE 3-90)
CREAM; TOPICAL

Frs7) ELDER PHARMS JO
HYDROCORTISONE
AY BAY LABORATORIES 1zu
AT 2z
LOTION; TOPICAL
JoECAddRY,
L INSUSTRIES) /4.8
AT Hznm PHARMACEUTICAL 1z
HYDROCORTISONE

TR T v

OINTHENT; TOPICAL

HYDROCORTISONE
AT BAY LABORATORIES 1m
AT 2.57n
/%sp;éwmrs) “BRHTRALRAES
JUR oY 1885
FATE YHYXIN
SOLUTION/DROPS; OTIC
HEQ-DTOSOL-HC
AT CARTER-GLOGAU LABS 1#3EQ 3.5MG BASE/ML318,000 UNITS/MLX
HYDROCORTISONE ACETATE (PAGE 3-93)
CREAM; TOPICAL

14t/ )% %’rﬁ 11

LOTION; TOPICAL
DRICORT

&t/ y m'sjzm ::mn " 4 0.5%
185/ JXOE. 16:8%/

g HS rf’ﬁﬁ!ﬂ#, “BFRIRACHLCS, X te/
" % riﬁ.ggffﬁ 1282

HYDROCORTISONE VALERATE (PAGE 3-95)
OINTHENT; TOPICAL

WESTCORT
WESTHOOD FHARMS 0.2%n

Google

HYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-%95)
TABLET; ORAL

HYDROFLUMETHIAZIDE AMND RESERPIME
BP COLMED LABORATORIES 50MG;0.125MGK

HYDROXYZIME HYDROCHLOBIDE (PAGE 3-961

TABLET; ORAL
HYDROXYZEHE HOCL

>_ADD_> AB BARR LABORATORIES 10MGH
AB DANBURY PHARMACAL 10HG6R
AB 25M6n
AB EoHGm
HYDROXYZIME PAMOATE (PAGE 3-96)
CAPSULE; ORAL
HYDROXYZTINE PAHOATE
AB VANGARD LABS/MiN EG_25MG HOLw
AB 50MG HCL®
IMIPRAMINE HYDROCHLORIDE (PAGE 3-97)
TABLET, o!uL
lﬂﬂ p ‘ﬁéﬁmﬁﬂ# :ﬁ:‘rrw
1 it
IMTPRAMINE MCL
AB PAR PHARMACEUTICAL  LOMGM
AB Z54Gm
AB Boten
ISQETHARINE HYDROCHLORJDE (PAGE 3-189)

SOLUTION; INHALATION
ISOETHARINE HOL

A INTL MEDICATION SYS ©.167%

m ROXANE LABORATORIES ©.167%

A TRAVENOL LABS 0.25%m

ISONIAZID (PAGE 3-101)
SYRUP; ORAL
>_ADD > AZID
>_ADD_> A CAROLINA MED PRODS  EOMG/EMLM
RIMIFON
>_ADD > A4 HOFFHANN-LA ROCHE  BOMG/SHL
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BHENTERMINE HYDROCHIORIDE (PAGE 3-139)
CAPSULE; ORAL
ADIPEX-P
a8 LEMMON 5255
DAPEX=37.5
a8 FERNDALE LABS 57.5HGn

PHENTERMIHE HCL
AR CAMALL E7.5Mex

POTASSIUM CHLORIDE (rmcE 3-143)

INJECTABLE; INJECTION

POTASSIUM CHLORIDE
jﬁl TRAVENOL LABS. %
7 /

EREDNISOLONE (PASE 3-145)
TABLET; ORAL

PREDNISOLONE
JBY RERALK, PROS/ fevgl

PREDMISOLONE ACETATE (PAGE 3-146)

z}uﬁig;'inl.&é?ucum
/ep/ fff‘ﬂl%#ﬁ. Fres/ [Ezpelits

PREDNISOLONE SODIUM PHOSPHATE (PAGE 3-147)
SOLUTION/DROPS; OPHTHALMIC

JHvdECTRAddL /
ETRETON
144/ SCHERING EQ 0.5% PHOSPHATE
PREDNISONE (PAGE 3-147)
TABLET; ORAL
PREDNISONE
BX  DURAMED PHARHS SHEX
BX 10MGH
BX 20MGH

Google

PROCAINAMIDE HYDROCHLORIDE (PAGE 3-149)

CAPSULE; ORAL
EROCAN

5% PARKE-DAVIS/H-L ﬁﬁg

PROPOXYPUENE HYDROCHLORIDE (PAGE 3-153)
CAPSULE; ORAL
PROPOXYPHENE MOL
a8 RICHLYN LABORATORIES 65MG

PROBYLTHIOURACTL (PAGE 3-154)

TABLET; ORAL
PROPYLTHIOURACIL
TRYLAR PrARNS/ 138ne/

/es!

/4d/ 1. PAARA. e BARRE Sdrid /el L. dovid Joil/
>_ADD > TRIPOSED
>_ADD > HALSEY DRUG 30MG/SML; 1. 25HE/5MLx

TABLET; ORAL
i ddrei
Y. PHARHACALS /4dvidid e/

JRIPROLIDINE AND PSEUDOEPHEDRIMI

>_ADD > BOLAR PHARMACEUTICAL §OMG32.SMEX
> DLY >/ /REST-WARB/ /4dvG;
PROLI] OEPHED|
A CHELSEA LABORATORIES £OMGSZ.EMGx

GUINIDINE SULFATE (PAGE 3-157)
TABLET; ORAL

QUDMIDINE SULFATE
aB VITARIME/WEST CHEM  30OMGH
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THEOPHYLLINE (PAGE 3-176)

SOLUTION: ORAL
EQ

DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '83 - NOVEMBER '83 11

BOMG/15ML
BOMG/15MLY

200MGH

aa RIKER LABS/3M
AA ROXANE LABORATORIES
TABLET, CONTROLLED RELEASE; ORAL
THEOCONTIN
BC  PURDUE FREDERICK
E0-D

BC KEY PHARMACEUTICALS

THIORIDAZIME HYDROCHLORIDE
CONCENTRATE; ORAL
IHIORIDAZINE HCL
>_ADD > AR CORD LABORATORIES
AA
2A NATL PHARM MFG/BARRE
TABLET; ORAL
MELLARTL
SANDOZ PHARMS/SANDOZ

IHIORIDAZINE HECL
BARR LABORATORIES

HYLAN PHARMS
ZENITH LABORATORIES

aB
>_ADD > 2B
>_ADD > AB
>_ADD > AB
>_ADD > AB
>_ADD_> AB
AB BOLAR PHARMACEUTICAL
&
ﬁ CORD LABORATORIES
o8
AB
AB
>_ADD > AB DANBURY PHARMACAL
>_ADD > AB
a8
a8
4B
28

200MG6

(PAGE 3-178)

L LulTale [0
100MG/HLu
100MG/ML

loomgn

TIMOLOL MALEATE (PAGE 3-179)

TABLET; ORAL
BLOCADREN
MS&DAMERCK

5MG

Google

IRIAMCINOLONE ACETONIDE (PASE 3-180)
CREAM; TOPICAL
AMOIHOLONE A
AT BAY LABORATORIES 0.02578
ar T
aT 0.5/
OINTHENT; TOPICAL
A LONE E
AT BAY LABORATORIES 0.0252n
A 4
AT 0.57x

IRISULFAPYRIMIDINES (PAGE 3-185)
SUSPENSTION; DRAL

A -8 At
b "GERay Jddeey

JAaden
/48/ HAR. LABS/BEECH AN/ Sdas /o)

148/ - PROVIBENT. LABS/ /2046 Sil/
TIBLEY: caAL
148/ / i‘éﬁ’}} éléﬁﬂﬁf /eddde/
. TORLES/ /Bdddd/

TROPICAMIDE (PAGE 3-186)

SOLUTION/DROPS; OPHTHALMIC
HYDRIAFAIR
AT PHARHMAFAIR 0.5
AT Izm

JEaAMATE/ ( PAGE 3-186)

1848 ‘;m.;.é?w
JHYRATH
£ANRSINS/ Ii%

/3
VITAHIN A PALHITATE (PAGE 3-188)
C;PBUlEi ORAL
&1 . PRVLSENS /Ed 84666 ‘ntTs "Hade/
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DESI PENDING LIST 4€” OTHER THAN
A€ EXEMPTI

(COURT ORDER) CATEGORY

CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '83 - NOVEMBER '83
CURRENT STATUS 4€” INEFFECTIVE

J14€7" - 918 "

4€e ACAE T~ i~ AOACI—~AOm.' ACi—i—fia€ AC' AOA©ACii—,i—,tACm/
'sr.'.cA

IA¢7TASAAASASAASASAATAA§wiggling "W

14€7 " /A¢ Y

" TA;AAAAAAAAA¢ wa€ce

> ADD > METHANDROSTENOLONE PAR PHARMACEUTICAL

> DD > METHANDROSTENOLONE

)

TUSS-ORNADE SK&F LABORATORIES

CARAMIPHEN EDISYLATE; CHLORPHENIRAMINE MALEATE;
ISOPROPAMIDE IODIDE; PHENYLPROPANOLAMINE HYDROCHLORIDE
90.8. GOVERNMENT PRINTING OFFICE: 1983-421a€79271205

13
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